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Amendments to the Claims: 

This listing of claims will replace all prior versions, and listings, of claims in the 
application: 

1 . (Currently Amended) A pharmaceutical composition for mould e d oapsul es 
comprising Eudragit 4135F present in an amount of about 20 to 90% w/w; a 
lubricant present in an amount of 0 to about 30% w/w; a dissolution modifying 
excipient present in an amount of about 2.5 to about 70% w/w, and optionally a 
surfactant present in an amount of 0 to 1 0%, a plasticizer present in an amount of 0 
to 10% w/w and/or a processing agent present in an amount of 0 to about 10% w/w 
for moulded capsule, shell or linker components . 

2. (Original) The composition according to Claim 1 wherein the Eudragit 4135F is 
present in an amount of about 50 to 90% w/w. 

3. (Original) The composition according to Claim 1 which comprises a surfactant 
which is present in an amount of less than 5% w/w. 

4. (Original) The composition according to Claim 3 wherein the surfactant is 
sodium dodecyl sulphate or is a block copolymer of ethylene oxide and propylene 
oxide. 

5. (Original) The composition according to Claim 4 wherein the surfactant is 
sodium dodecyl sulphate is present in an amount of less than 2% w/w. 

6. (Original) The composition according to Claim 4 wherein the surfactant is a 
block copolymer of ethylene oxide and propylene oxide. 

7. (Original) The composition according to Claim 1 wherein the lubricant is 
present in an amount of about 10 to 30% w/w. 

8. (Currently amended) The composition according to Claim 1 wherein the 
lubricant is stearyl alcohol, glycerol monostearate monosterato (GMS), talc, 
magnesium stearate, silicon dioxide, amorphous silicic acid, or fumed silica; and 
combinations or mixtures thereof. 
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9. (Original) The composition according to Claim 8 wherein the lubricant is stearyl 
alcohol. 

10. (Original) The composition according to Claim 9 wherein the stearyl alcohol is 
present from about 10 to about 15% w/w. 

1 1 . (Original) The composition according to Claim 1 wherein the dissolution 
modifying excipient is a swellable solid which is ethyl cellulose, cellulose acetate 
phthalate; hydroxypropyl cellulose, hydroxypropylmethyl cellulose, 
hydroxypropylmethyl cellulose phthalate, or other hydroxyalkylcellulose derivative; 
and combinations or mixtures thereof. 

12. (Original) The composition according to Claim 1 1 wherein the dissolution 
modifying excipient is hydroxypropylmethyl cellulose, hydroxypropylmethyl 
cellulose phthalate, or hydroxypropyl cellulose. 

13. (Currently amended) The composition according to Claim 12 wherein the 
swellable solid is present in an amount of about 10 to 50% w/w. 

14. (Currently amended) The composition according to Claim 1 wherein the 
dissolution modifying excipient is xylitol, mannitol, lactose, pregelatinized starch 
Starch 1500 , sodium chloride, sodium starch glycollate, croscarmellose sodium, 
crospovidone (cross-linked polyvinyl pyrrolidone), copovidone , polyvinyl 
pyrrolidone, copovidone ; and combinations or mixtures thereof. 

15. (Currently amended) The composition according to Claim 14 wherein the 
dissolution modifying excipient is present in an amount of about 40 to 70% w/w. 

16. (Currently amended) The composition according to Claim 1 1 wherein the 
dissolution modifying excipient is a combination of a swellable solid and lactose, 
sodium starch glycollate, croscarmellose sodium, copovidone, crospovidone (cross- 
linked polyvinyl pyrrolidone), or polyvinyl pyrrolidone oopovidono . 

17. (Original) The composition according to Claim 16 wherein the dissolution 
modifying excipient is hydroxypropylcellulose and lactose. 

18. (Original) The composition according to Claim 1 wherein the surfactant is a 
block copolymer of ethylene oxide and propylene oxide, lecithin, sodium dioctyl 
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sulfosuccinate, sodium dodecyl sulphate, Polyoxyl 40 hydrogenated castor oil, 
polyoxyethylene sorbitan fatty acid esters, the sorbitan fatty acid esters, polyethylene 
glycol, Vitamin E-TPGS® (d-alpha-tocopheryl polyethylene glycol 1000 succinate), 
sucrose fatty acid ester; and combinations and mixtures thereof. 

19. (Currently Amended) The composition according Claim 18 wherein the 
dissolution modifying excipient is a combination of a swellable solid and lactose, 
sodium starch glycollate, croscarmellose sodium, copovidone, crospovidone (cross- 
linked polyvinyl pyrrolidone), or polyvinyl pyrrolidone copovidono . 

20. (Original) The composition according to Claim 1 wherein the plasticizer is 
triethyl citrate (TEC), tributyl citrate, acetyl triethyl citrate (ATEC), acetyl tributyl 
citrate (ATBC), dibutyl phthalate, dibutyl sebacate (DBS), diethyl phthalate, vinyl 
pyrrolidone glycol triacetate, polyethylene glycol, polyoxyethylene sorbitan 
monolaurate, propylene glycol, or castor oil; and combinations or mixtures thereof. 

21. (Original) The composition according to Claim 1 wherein the processing agent 
is talc. 

22. (Original) The composition according to Claim 21 wherein the processing agent 
is present in an amount of about 1 to about 5 % w/w. 

23. (Original) The composition according to Claim 1 which further comprises an 
absorption enhancer. 

24. (Original) The composition according to Claim 23 wherein the absorption 
enhancer is chitosan, lecithin, lectin, a sucrose fatty acid ester, Vitamin E-TPGS; and 
combinations or mixtures thereof. 

25. (Original) The composition according to Claim 1 wherein the Eudragit 4135F is 
present in an amount of about 50 to 90% w/w, the lubricant is stearyl alcohol, and 
the dissolution modifying excipient is hydroxypropylmethylcellulose, 
hydroxypropylcellulose, or a hydroxylalkyl cellulose derivative or salt thereof. 

26. (Original) The composition according to Claim 25 wherein the dissolution 
modifying excipient also includes a disintegrant. 
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27. (Currently Amended) The composition according to Claim 26 wherein the 
disintegrant is sodium starch glycollate, croscarmellose sodium, copovidone, 
crospovidone (cross-linked polyvinyl pyrrolidone), or polyvinyl pyrrolidone 
copovidone , or a combination or mixture thereof. 

28. (Original) The composition according to Claim 25 wherein the dissolution 
modifying excipient also includes a wicking agent. 

29. (Original) The composition according to Claim 28 wherein the wicking agent is 
lactose. 

30. (Original) The composition according to Claim 25 wherein the processing aid is 
talc. 


3 1 . (Currently Amended) The pharmaceutical composition according to Claim 1 
which is: 


Examole # 

Formulation (%-w/w) 

% w/w 

L 

Eudragit4135F 

75.0 


Stearyl alcohol 

5.0 


Croscarmellose sodium 

20.0 

2, 

Eudragit4135F 

75.0 


Stearyl alcohol 

5.0 


Sodium starch glycollate 

20.0 


Eudragit4135F 

85.0 


Stearyl alcohol 

5.0 


Xylitol 

10.0 


Eudragit4135F 

75.0 


Stearyl alcohol 

5.0 


Croscarmellose sodium 

10.0 


Xylitol 

10.0 


Eudragit4135F 

75.0 


Stearyl alcohol 

5.0 


Mannitol 

10.0 


Sodium starch glycollate 

10.0 


Eudragit4135F 

65.0 


Stearyl alcohol 

5.0 


Mannitol 

10.0 


Sodium starch glycollate 

20.0 
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7 

fLUUIagll tljjr 

ou.u 



J.U 


oouium SCaTCn giycoiiaic 

i n a 

1U.U 


Lidwiuov iiixjiujixy urate 

J.U 

c 

o. 

PnHramt Zl1 I'ZV 
fLUQiaglL 41 J jr 

/j.U 


oLcaryi alCOnOi 

^ a 

J.U 


OUUIUUI bLaTLll giyCOllalC 

1 n n 


juaciubc xnunonyurdie 

in a 
1 u.u 

Q 

y . 

cuaragii 41 jjr 

oj.U 


Stearyl alcohol 



j^aciooc rnononyQiaic 

1 a a 

1U.U 

1 0 

nuaragit 41 jjr 

/J.U 


oicaryi aiconoi 

j.U 


i^actose mononyarate 

OH A 

2U.U 

i i 
1 1. 

C/Uaragit 4 i j j r 

OA A 

oU.U 


oicaryi aiconoi 

^ a 

j.U 


Sodium starch glycollate 

< A 

j.U 


Lactose monohydrate 

1 A A 

1U.U 

14,, 

jDUuragii *t l jjr 

*7A A 

/u.u 


kjicaryi aiconoi 

j.U 


Sodium starch glycollate 

C A 

5.0 


Lactose monohydrate 

^A A 

20.0 

I J. 

cuaragit 4 1 j jr 

HC A 

75. 0 


otearyi aiconoi 

1 A A 

1U.U 


Mannitol 

7.5 


Sodium starch glycollate 

7.5 

14 

EUuragn 4i j jr * 

OA A 

oU.U 


oiearyi aiconoi 

J.U 


March 15UU 

10.0 


rrepeiaunizea otarcn ! 


1 j. 

Eudragit 41 35F 

85.0 


otearyi aiconoi 

^ A 
J.U 


ottttcfl 1 3UU 1 — — _ 

1 < A 
1 J.U 


rrepelatinized March 


16. 

Eudragit 4135F 

80.0 


oiearyi aiconoi 

C A 

J.U 


otaron ouu 

1 A A 
1U.U 


Preeelatinized Starch 



i^aciose mononyaraic 

^ A 

J.U 

17. 

Eudragit 4135F 

85.0 


Stearyl alcohol 

5.0 


Kollidon CL 

10.0 


Cross linked polyvinyl Dvrrolidone 


18. 

Eudragit 4135F 

80.0 


Stearyl alcohol 

5.0 


Sodium starch glycollate 

10.0 


Lactose monohydrate 

5.0 
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19. 

Eudraeit 413SF 

75 0 


Stearyl alcohol 

10.0 


Sodium starch elvcollate 

10.0 


Lactose monohvdrate 

5.0 

20. 

Eudraeit 41 35F 

85.0 


Stearvl alcohol 

5 0 


Sodium chloride 

5.0 


Lactose monohvdrate 

5.0 

21. 

Eudraeit 41 35F 

85 0 


Sfparvl alrnhnl 

5 0 


Kkeel LF 



Hvdroxvnronvl cellulose 

5 0 


Lactose mo no hydrate 

5.0 

22. 

Fudramt 41 

rs n 


Stearvl alcohol 

5 0 


HvdroxvnroDvlmethvl cellulose 

5.0 


Lactose monohvdrate 

5.0 

23. 

Eudramt 4135F 

80 0 

Ov.U 


Stearvl alcohol 

10 0 

X \J*\J 


HvHroxvnroTwIrnpthvl ppIIiiIoqp 

5 0 


Lactose monohvdrate 

5 0 

24 

JCUUTagll f 1 jJr 

fin o 


Stparvl alcohol 

10 0 


Sodinm starch olvcollafp 

S 0 


Lactose monohvdrate 

5.0 

25. 

Furli-acrif 41 ISP 

ou.v 



1 n o 


Hvnromellose ohthallate 

5.0 


Lactose monohvdrate 

5 0 


FnHrsient 41 7SP 

fin o 


Stearvl alcohol 

10 0 


Low siihstitiitpfJ hvHrnYvrSiTinvl 

5 0 


"pp"l IVilrtcp " *" 



Lactose monohvdrate 

A^^V ^V/ WN* IAAV11S/1A T V*>* ktVW 

5.0 

27. 

Eudraeit 4135F 

90 0 


Stearvl alcohol 

5.0 


WvflVoxvnrnrwIrnpth vl pplhiln^p 

5 0 

28. 

Eudraeit 41 35F 

90.0 


Stearvl alcohol 

5.0 


Lactose monohydrate 

5.0 

29. 

Eudragit4135F 

73.0 


Stearyl alcohol 

12.0 


Hydroxypropylmethyl cellulose 

10.0 


Lactose monohydrate 

5.0 

30. 

Eudragit4135F 

84.0 


Sodium dodecyl sulphate 

1.0 


Croscarmellose sodium 

15% 
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31. 

Eudragit4135F 

79.0 


Sodium dodecyl sulphate 

1.0 


Croscarmellose sodium 

10% 


Sodium starch glycollate 

10% 

32. 

Eudragit4135F 

80.0 


Croscarmellose sodium 

10% 


Sodium starch glycollate 

10% 

33. 

Eudragit4l35F 

69.0 


Sodium dodecyl sulphate 

1.0 


Croscarmellose sodium 

15% 


Sodium starch glycollate 

15% 

34. 

Eudragit4135F 

79.0 


Pluronic F68 



PolvoxvproDvlene- 

1.0 


polvoxvethvlene block copolymer 



Sodium starch glycollate 

20% 

35. 

Eudragit 4135F 

79.0 


Pluronic F127 



Polvoxvpropvlene- 

1.0 


polvoxvethvlene block copolymer 



Sodium starch glycollate 

20% 


32. (Currently Amended) A pharmaceutical composition for molded capsule 
sh ells comprising: 


Comoonents 

fid) 
w/w 

(2) 
w/w 

(3) 
w/w 

(4) 
w/w 

(5) 
w/w 

(6) 
w/w 

(7) 
w/w 

Eudragit 4135F 

45% 

35% 

25% 

15% 

75% 

65% 

55% 

Stearyl Alcohol 

10% 

10% 

10% 

10% 

10% 

10% 

10% 

Lactose 

5% 

5% 

5% 

5% 

5% 

5% 

5% 

Kluool LF 

Hvdroxvpropvl 

Cellulose 

40% 

50% 

60% 

70% 

10% 

20% 

30% 

Total 

100% 

100% 

100% 

100% 

100% 

100% 

100% 
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33. (Currently Amended) A pharmaceutical composition for molded capsule 
s hells comprising: 


Components 

#(1) 

(2) 

(3) 

(4) 

(5) 

(6) 


w/w 

w/w 

w/w 

w/w 

w/w 

w/w 

Eudragit4135F 

63% 

62.9% 

62.75% 

52% 

42% 

62% 

Croscarmellose sodium 

10% 

10% 

10% 

15% 

20% 

5% 

Sodium starch glycollate 

10% 

10% 

10% 

15% 

20% 

5% 

Stearyl alcohol 

12% 

12% 

12% 

12% 

12% 

12% 

Hydroxypropyl- 

5% 

5% 

5% 

5% 

5% 

15% 

methylcellulose 







Sodium Dodecyl Sulphate 

0% 

0.1% 

0.25% 

1% 

1% 

1%. 


34. (Currently Amended) A pharmaceutical composition for molded capsule 
sh ells comprising: 


Components 

#(1) 
w/w 

(2) 
w/w 

(3) 
w/w 

(4) 
w/w 

(5) 
w/w 

(6) 
w/w 

(7) 
w/w 

Eudragit4135F 

45% 

35% 

25% 

15% 

75% 

65% 

55% 

Stearyl Alcohol 

10% 

10% 

10% 

10% 

10% 

10% 

10% 

Lactose 

5% 

5% 

5% 

5% 

5% 

5% 

5% 

Kluccl LF 

Hydroxypropyl 

cellulose 

40% 

50% 

60% 

70% 

10% 

20% 

30% 

Total 

100% 

100% 

100% 

100% 

100% 

100% 

100% 
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35. (Currently Amended) A pharmaceutical composition for molded capsule 


shel 


1—1 t II 

Example # 

Formulation 

/oW/W 

1. 

Eudragit4135F 

73.0 


r t 1 1 a_1 1 11 1 _ ^ 

Hydroxypropylmethyl cellulose 

1 A A 


T i g IN 

Lactose (regular) 

C A 


Glyceryl monostearate 

iz.U 

2. 

Eudragit4135F 

53.0 


Hydroxypropylmethyl cellulose 

10.0 


Lactose (regular) 

5.0 


1> T \ 1 il 1 11 1 

Hydroxypropylmethyl cellulose 

OA A 

20.0 


phthallate 



Stearyl alcohol 

1 O A 

12.0 

3. 

Eudragit4135F 

20.0 


T T 1 t j_ 1 1 111 

Hydroxypropylmethyl cellulose 

10.0 


T T 1 1 , 1 1 111 

Hydroxypropylmethyl cellulose 

OA A 

20.0 


phthallate 



Stearyl alcohol 

12.0 

4. 

Eudragit4135F 

68.0 


Hydroxypropylmethyl cellulose 

10.0 


Lactose (regular) 

5.0 


Sodium dodecyl sulphate 

5.0 


Stearyl alcohol 

12.0 

5. 

Eudragit4135F 

72.0 


-r r » 1 i 1 •» 111 

Hydroxypropylmethyl cellulose 

10.0 


Lactose (regular) 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 

6. 

Eudragit4135F 

71.0 


Hydroxypropylmethyl cellulose 

10.0 


Lactose (regular) 

5.0 


Sodium dodecyl sulphate 

2.0 


Stearyl alcohol 

12.0 

7. 

Eudragit4135F 

62.0 


Sodium starch glycollate 

20.0 


Lactose (regular) 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 

8. 

Eudragit4135F 

62.0 


Sodium starch glycollate 

20.0 


Lactose (regular) 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 

9. 

Eudragit4135F 

72.0 


Sodium starch glycollate 

10.0 


Lactose (regular) 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 
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10. 

Eudragit 4135F 

/CO A 

62.0 


Croscarmellose sodium 

OA A 

20. U 


Lactose (regular) 

5.0 


Sodium dodecyl sulphate 

1 A 
1.0 


Stearyl alcohol 

12. U 

11. 

Eudragit 4135F 

62.0 


Sodium starch glycollate 

OA A 

20.0 


T T 1 1 a1I 111.. 

Hydroxypropylmethyl cellulose 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 

12. 

Eudragit 4135F 

62.0 


Hydroxypropylmethyl cellulose 

20.0 


phthallate 

5.0 


Hydroxypropylmethyl cellulose 

1.0 


Sodium dodecyl sulphate 

12.0 


Stearyl alcohol 


13. 

Eudragit 413 5F 

62.5 


Sodium starch glycollate 

20.0 


T T . a > 1 1 111 

Hydroxypropylmethyl cellulose 

5.0 


Sodium dodecyl sulphate 

0.5 


Stearyl alcohol 

12.0 

14. 

Eudragit 41 3 5F 

62.0 


Croscarmellose sodium 

10.0 


Sodium starch glycollate 

10.0 


Hydroxypropylmethyl cellulose 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 

15. 

Eudragit 4 135F 

67.0 


Croscarmellose sodium 

15.0 


Hydroxypropylmethyl cellulose 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 

16. 

Eudragit 4 135F 

72.0 


Croscarmellose sodium 

10.0 


Hydroxypropylmethyl cellulose 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 

17. 

Eudragit 41 35F 

77.0 


Croscarmellose sodium 

5.0 


Hydroxypropylmethyl cellulose 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 

18. 

Eudragit 4135F 

52.0 


Croscarmellose sodium 

15.0 


Sodium starch glycollate 

15.0 


Hydroxypropylmethyl cellulose 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

12.0 
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19, 

Eudragit 4135F 

/io a 
42. U 


Croscarmellose sodium 

on n 


Sodium starch glycollate 

on n 


Hydroxypropylmethyl cellulose 



Sodium dodecyl sulphate 

1.0 


btearyl alcohol 

Iz.U 

20. 

Eudragit 41 35F 

42.0 


Croscarmellose sodium 

OA A 

2U.U 


Sodium starch glycollate 

on n 


Hydroxypropylmethyl cellulose 

C A 

5.0 


Sodium dodecyl sulphate 

1.0 


Stearyl alcohol 

1 O A 

12.0 

21. 

Eudragit 41 35F 

62.0 


Croscarmellose sodium 

5.0 j 


Sodium starch glycollate 

C A 

5.0 


Hydroxypropylmethyl cellulose 

1 C A 


Sodium dodecyl sulphate 

1 A 
l.U 


Stearyl alcohol 

12.0 

22. 

Eudragit 41 35F 

62.9 


Croscarmellose sodium 

10.0 


Sodium starch glycollate 

10.0 


Hydroxypropylmethyl cellulose 

5.0 


Sodium dodecyl sulphate 

0.1 


Stearyl alcohol 

12.0 


36. (Cancelled) 


37. (Cancelled) 

38. (Currently Amended) The composition according to Claim 1 wherein the 
lubricant is stearyl alcohol present in an amount of 10 to 15% w/w, the surfactant 
lubricant is SDS or a present in an amount of a block copolymer of ethylene oxide 
and propylene oxide present in an amount at less than 5% w/w; a dissolution 
modifying excipient selected from is HPC, HPMC, sodium starch glycollate, 
croscarmellose sodium, copovidone, or lactose, and combinations or mixtures 
thereof, present in an amount of about 2.5 to about 70% w/w. 

39. (Currently Amended) A composition according to Claim 1 that is in the form 
of an An injection molded capsule shell, linker or spacer having a composition 
according to Claim 1 . 
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40. (Currently Amended) A composition according to Claim 1 that is in the form 
of a A multicomponent injection molded capsule shell, linker or spacer having a 
composition according to Claim 1 . 

4 1 . (Currently Amended) A composition according to Claim 1 that is in the form 
of a A welded multicomponent injection molded capsule shell, linker or spacer 
having a composition acoording to Claim 1 . 

42 to 70 (cancelled). 


71 . (new) The composition according to Claim 1 wherein the 



Dissolution Modifier 

Lubricant 

Surfactant 

1. 

Hydroxypropylmethylcellulose 
(5%w/w) 

Stearyl 
alcohol 
(12%w/w) 

None; or 

2. 

Hydroxypropylmethylcellulose 
(10%w/w), and 
HPMCphthalate (20%w/w) 

Stearyl 
alcohol 
(12%w/w) 

None; or 

3. 

Hydroxypropylmethylcellulose 
(10%), and Lactose (5%) 

Stearyl 
alcohol 
(12%) 

None; or 

4. 

Hydroxypropylmethylcellulose 
(5%) 

Stearyl 
alcohol 
(12%) 

SDS (1%) or Sodium Starch 
Glycollate (20%) or Tween or a 
polyoxypropyiene-polyoxyethylene 
block copolymer. 


72. (New) The composition according to Claim 1 which is 


Example # 

Formulation 

% w/w 

1. 

Eudragit4135F 

77.0 


Sodium Dodecyl Sulphate 

1.0 


Croscarmellose sodium 

5.0 


Stearyl Alcohol 

12.0 


Hydroxypropylmethyl Cellulose 

5.0 

2. 

Eudragit4135F 

68.0 


Croscarmellose sodium 

15.0 


Stearyl Alcohol 

12.0 


Hydroxypropylmethyl Cellulose 

5.0 
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1 

J. 




oOQium uoaecyi ouipnaic 

1 0 


Croscarmellose sodium 

inn 
1U.U 


ooaium otarcn vjiycoiutic 

10 0 

1 v. V 


olcaTyi /viconoi 



Hyaroxypropyimetnyi cellulose 

^ a 

A 

4. 

buaragit 41Jjr 

£1 A 


Croscarmellose sodium 

i a a 


Sodium Starch ulycollate 

inn 


oicaryi /\iconoi 

19 0 


riyaroxypropyiincLnyi v^ciiuiu^c 


0. 

tuaragit 41 j Dr 

59 0 


Sodium Dodecyl Sulphate 

1 a 


Croscarmellose sodium 

1 J.U 


Sodium Starch ulycollate 

K A 

1 j.U 


Stearyl Alcohol 

1 9 A 
1Z.U 


riyoroxypropyimeinyi ueiiuiose 

J.U 

0. 

budragit 41 J5r 

OZ.U 


Polyoxypropylene- 

1 .u 


polyoxyethylene block copolymer 



Sodium Starch Cjlycollate 

OA A 

2U.0 


Stearyl Alcohol 

1 9 A 
l/.U 


Hydroxypropylmethyl Cellulose 

5 A 
J.U 

7. 

Eudragit 4135F 

A 

62.0 


polyoxypropylene- 

1 A 

1 .u 


polyoxyethylene block copolymer 



Sodium Starch Glycollate 

^A A 

20.0 


stearyi /viconoi 

19 A 


Hydroxypropylmethyl Cellulose 

< A 
J.U 

o 

8. 

Eudragit 41 35F 

62.0 


Stearyl Alcohol 

1 O A 

12. U 


Croscarmellose. sodium . . . 

< A 


Sodium Starch Glycollate 

C A 

5.0 


Hydroxypropylmethyl Cellulose 

1 < A 
1 j.U 


Sodium Dodecyl Sulphate 

1 A 
1 .0 

9. 

Eudragit 41 35F 

/IO A 

42.0 


Stearyl Alcohol 

1 O A 

12.0 


Croscarmellose sodium 

OA A 

2U.0 


Sodium Starch Glycollate 

20.0 


Hydroxypropylmethyl Cellulose 

5.0 


Sodium Dodecyl Sulphate 

1.0 

10. 

Eudragit 41 35F 

47.0 


Stearyl Alcohol 

12.0 


Sodium Starch Glycollate 

10.0 


Hydroxypropylmethyl Cellulose 

30.0 


Sodium Dodecyl Sulphate 

1.0 
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73. (New) A pharmaceutical composition comprising Eudragit 41 35F present in an 
amount of about 20 to 90% w/w; a lubricant present in an amount of 10 to about 
30% w/w; a dissolution modifying excipient present in an amount of about 2.5 to 
about 70% w/w, and optionally a surfactant present in an amount of less than 5% 
w/w, a plasticizer present in an amount of 0 to 10% w/w and/or a processing agent 
present in an amount of 0 to about 10% w/w for moulded capsule, shell or linker 
components. 

74. (New) The composition according to Claim 73 wherein the Eudragit 4135F is 
present in an amount of about 50 to 90% w/w. 

75. (New) The composition according to Claim 73 wherein the surfactant is a 
block copolymer of ethylene oxide and propylene oxide, lecithin, sodium dioctyl 
sulfosuccinate, sodium dodecyl sulphate, Polyoxyl 40 hydrogenated castor oil, 
polyoxyethylene sorbitan fatty acid esters, the sorbitan fatty acid esters, polyethylene 
glycol, Vitamin E-TPGS® (d-alpha-tocopheryl polyethylene glycol 1000 succinate), 
sucrose fatty acid ester; and combinations and mixtures thereof. 

76. (New) The composition according to Claim 75 wherein the surfactant is sodium 
dodecyl sulphate is present in an amount of less than 2% w/w. 

77. (New) The composition according to Claim 75 wherein the surfactant is sodium 
dodecyl sulphate or is a block copolymer of ethylene oxide and propylene oxide. 

78. (New) The composition according to Claim 77 wherein the surfactant is 
sodium dodecyl sulphate is present in an amount of less than 2%- w/w. 

79. (New) The composition according to Claim 73 wherein the surfactant is a block 
copolymer of ethylene oxide and propylene oxide. 

80. (New) The composition according to Claim 79 wherein the surfactant is 
sodium dodecyl sulphate is present in an amount of less than 2% w/w. 

8 1 . (New) The composition according to Claim 73 wherein the lubricant is 
stearyl alcohol, glycerol monostearate (GMS), talc, magnesium stearate, silicon 
dioxide, amorphous silicic acid, or fumed silica; and combinations or mixtures 
thereof. 
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82. (New) The composition according to Claim 81 wherein the lubricant is 
stearyl alcohol. 

83. (New) The composition according to Claim 82 wherein the stearyl alcohol is 
present from about 10 to about 15% w/w. 

84. (New) The composition according to Claim 73 wherein the dissolution 
modifying excipient is a swellable solid which is ethyl cellulose, cellulose acetate 
phthalate; hydroxypropyl cellulose, hydroxypropylmethyl cellulose, 
hydroxypropylmethyl cellulose phthalate, or other hydroxyalkylcellulose derivative; 
and combinations or mixtures thereof. 

85. (New) The composition according to Claim 84 wherein the swellable solid is 
present in an amount of about 10 to 50% w/w. 

86. (New) The composition according to Claim 84 wherein the dissolution 
modifying excipient is hydroxypropylmethyl cellulose, hydroxypropylmethyl 
cellulose phthalate, or hydroxypropyl cellulose. 

87. (New) The composition according to Claim 86 wherein the swellable solid is 
present in an amount of 1 0 to 50% w/w. 

88. (New) The composition according to Claim 73 wherein the dissolution 
modifying excipient is xylitol, mannitol, lactose, pregelatinized starch, sodium 
chloride, sodium starch glycollate, croscarmellose sodium, crospovidone (cross- 
linked polyvinyl pyrrolidone), copovidone, polyvinyl pyrrolidone; and combinations 
or mixtures thereof. 

89. (New) The composition according to Claim 88 wherein the dissolution 
modifying excipient is present in an amount of about 40 to 70% w/w. 

90. (New) The composition according to Claim 89 wherein the dissolution 
modifying excipient is a combination of a swellable solid and lactose, sodium starch 
glycollate, croscarmellose sodium, copovidone, crospovidone (cross-linked 
polyvinyl pyrrolidone), or polyvinyl pyrrolidone. 

91. (New) The composition according to Claim 90 wherein the dissolution 
modifying excipient is hydroxypropylcellulose and lactose. 
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92. (New) The composition according Claim 73 wherein the dissolution 
modifying excipient is a combination of a swellable solid and lactose, sodium starch 
glycollate, croscarmellose sodium, copovidone, or crospovidone (cross-linked 
polyvinyl pyrrolidone). 

93. (New) The composition according to Claim 73 wherein the processing agent 
is talc. 

94. (New) The composition according to Claim 93 wherein the processing agent 
is present in an amount of about 1 to about 5 % w/w. 

95. (New) The composition according to Claim 91 wherein the processing agent 
is talc and is present in an amount of about 1 to about 5 % w/w. 

96. (New) The composition according to Claim 73 which further comprises an 
absorption enhancer. 

97. (New) The composition according to Claim 96 wherein the absorption 
enhancer is chitosan, lecithin, lectin, a sucrose fatty acid ester, Vitamin E-TPGS; and 
combinations or mixtures thereof. 

98. (New) A pharmaceutical composition comprising Eudragit 4135F is present 
in an amount of about 50 to about 90% w/w, the lubricant is stearyl alcohol, present 
in an amount of about 10 to about 15% w/w, and the dissolution modifying excipient 
is hydroxypropylmethylcellulose, hydrpxypropylcellulose, or a hydroxylalkyl 
cellulose derivative or salt thereof, for moulded capsule, shell, or linker components. 

99. (New) The composition according to Claim 98 wherein the dissolution 
modifying excipient also includes a disintegrant. 

100. (New) The composition according to Claim 99 wherein the disintegrant is 
sodium starch glycollate, croscarmellose sodium, copovidone, or crospovidone 
(cross-linked polyvinyl pyrrolidone), or a combination or mixture thereof. 

101. (New) The composition according to Claim 1 00 wherein the dissolution 
modifying excipient also includes a wicking agent. 
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102. (New) The composition according to Claim 1 0 1 wherein the wicking agent 
is lactose: 

103. (New) The composition according to Claim 101 which further comprises a 
processing aid which is talc. 

104. (New) The composition according to Claim 98 wherein the dissolution 
modifying excipient also includes a wicking agent. 

105. (New) The composition according to Claim 104 wherein the wicking agent 
is lactose. 

106. (new) The composition according to Claim 98 wherein the HPC is present in 
an amount of 1 0 to about 70% w/w. 

107. (new) The composition according to Claim 106 wherein the HPC is present 
in an amount of 40 to about 70% w/w. 

108. (New) The composition according to Claim 107 further comprises a wicking 
agent which is lactose. 

109. (New) The composition according to Claim 107 wherein the lactose is 
present in an amount of about 0 to 10% w/w. 

1 10. (New) The composition according to Claim 107 wherein the lactose is 
present in an amount of about 5% w/w. 

111. (new) The composition according to Claim 99 wherein the distintegrant is 
present in an amount of about 10 to about 40% w/w. 
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